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Art Unit: 3731 

DETAILED ACTION 
Claim Objections 

Claims 1,21, and 22 are objected to because of tine following informalities: the 
phrase "though a wall thereof seems to be inappropriate. The Examiner has assumed 
the word "though" should be "through". Appropriate correction is required. 

Ciaim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

Claims 1, 4-9, 11, 16, 22, 25-30, 32, and 37 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Stephens (US 6,224,586). 
Stephens discloses: 



1 . A stent introducer comprising: a sheath (Item 100) made from a flexible plastic 
material (Col 2 Line 50), said sheath comprising an outer surface and an inner surface 
(Item 100), said sheath further having a slot extending though a wall thereof and 
extending along an entire length of said sheath (Item 104). wherein said sheath is 
adapted to be inserted through a hemostatic valve, said outer surface thereby engaging 
and opening said hemostatic valve and said inner surface providing an open 
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passageway through which a stented catheter is passed to minimize contact between a 
stent thereon and said hemostatic valve (the Examiner considers the "adapted to" 
phrase and subsequent language to be functional language and that the reference need 
not include a valve; the Examiner considers the reference capable of being inserted 
through a hemostatic valve). 

4. The stent introducer according to claim 1 , wherein said inner surface of said sheath 
forms a substantially round cross-section in a free state (Fig 2). 

5. The stent introducer according to claim 1 , wherein said inner surface of said sheath 
forms- two substantially half-round cross-sections in a free state, said two half-round 
cross-sections being connected to each other at one side and said two half-round cross- 
sections defining said slot at another side, said slot being open in said free state (Fig 1 ). 

6. The stent introducer according to claim 1, wherein said sheath comprises a hinge 
connecting two adjacent portions of said sheath together (Fig 2 Item 112). 

7. The stent introducer according to claim 6, wherein said hinge comprises a section of 
said sheath formed from a thinner cross-section of said flexible plastic material than 
said two adjacent portions (Fig 2 Item 112). 
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8. The stent introducer according to claim 1 , wherein a width of said slot is less than a 
diameter of said stented catheter (Fig 2). 

9. The stent introducer according to claim 1 , wherein a width of said slot is less than fifty 
percent of a diameter of said stented catheter (Fig 1 ). 

1 1 . The stent introducer according to claim 1 , wherein said sheath comprises a hinge 
connecting two adjacent portions of said sheath together and a width of said slot is 
greater than a diameter of said stented catheter (Fig 2 Item 1 12, the slot will be greater 
than the width of the catheter so the catheter may be pressed into the slot). 

16. The stent introducer according to claim 1 , wherein said inner surface of said sheath 
forms two substantially half-round cross-sections in a free state, said two half-round 
cross-sections being connected to each other at one side and said two half-round cross- 
sections defining said slot at another side, said slot being open in said free state (Fig 1); 
and said sheath comprises a hinge connecting said two half-round cross-sections 
together (Item 112). 

22. A introducer comprising: a sheath made from a flexible plastic material (Item 100), 
said sheath comprising an outer surface and an inner surface (Item 100), said sheath . 
further having a slot extending though a wall thereof and extending along an entire 
length of said sheath (Item 104), wherein said sheath is adapted to be inserted through 
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a hemostatic valve, said outer surface thereby engaging and opening said hemostatic 
valve and said inner surface providing an open passageway through which a 
endovascular medical instrument is passed to minimize contact between said 
endovascular medical instrument and said hemostatic valve (functional language as 
stated above). 

25. The introducer according to claim 22, wherein said inner surface of said sheath 
forms a substantially round cross-section in a free state (Fig 2). 

26. The introducer according to claim 22, wherein said inner surface of said sheath 
forms two substantially half-round cross-sections in a free state, said two half-round 
cross-sections being connected to each other at one side and said two half-round cross- 
sections defining said slot at another side, said slot being open in said free state (Fig 1 ). 

27. The introducer according to claim 22, wherein said sheath comprises a hinge 
connecting two adjacent portions of said sheath together (Item 112). 

28. The introducer according to claim 27, wherein said hinge comprises a section of 
said sheath formed from a thinner cross-section of said flexible plastic material than 
said two adjacent portions (Item 112). 
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29. The introducer according to claim 22, wherein a width of said slot is less than a 
diameter of said endovascular medical instrument (Fig 1 ). 

30. The introducer according to claim 22, wherein a width of said slot is less than fifty 
percent of a diameter of said endovascular medical instrument (Fig 1). 

32. The introducer according to claim 22, wherein said sheath comprises a hinge 
connecting two adjacent portions of said sheath together and a width of said slot is 
greater than a diameter of said endovascular medical instrument (Fig 2 Item 112, the 
slot will be greater than the width of the instrument so the instrument may be pressed 
into the slot). 

37. The introducer according to claim 22, wherein said inner surface of said sheath 
forms two substantially half-round cross-sections in a free state, said two half-round 
cross-sections being connected to each other at one side and said two half-round cross- 
sections defining said slot at another side, said slot being open in said free state (Fig 1); 
and said sheath comprises a hinge connecting said two half-round cross-sections 
together (Item 112). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-9, 11-17, 19-30, 32-38, 40, and 41 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Applicant's disclosure in view of Stephens *586. 

The Applicant has disclosed in Figures 1-8 labeled Prior Art a sheath (Item 30. 
40, and 50) with a flange (Item 36 and 48) and beveled portion (Item 34) and a slot 
through the length of the sheath (Item 44). Embodiment 2 (Item 40) of the prior art is 
not made of a flexible material and is not hinged. Stephens teaches a flexible material 
for the sheath and a hinged portion (Col 2 Line 50 and Item 112), The flexible material 
and the hinge allow the sheath to easily receive the instrument and maintain a smaller 
diameter device. With embodiment 1 (Item 30) taken as the primary reference, the 
beveled portion (Item 34) and the flanged portion (Item 36) of the prior art is known but 
no slot is present. Again. Stephens teaches a flexible material for the sheath, a hinged 
portion, and a slot (Col 2 Line 50, Item 112, and 104). The flexible material, the hinge, 
and the slot allow the sheath to easily receive the instrument and maintain a smaller 
diameter device. The addition of a slot to facilitate the entry of the instrument into the 
sheath is also taught by embodiment 2 (Item 40). The combination of embodiment 1 
(Item 30) and embodiment 2 (Item 40) would result in the slot being disposed at the heel 
of the bevel. The Examiner considers the placement of the slot at any desirable 
location to be within the purview of one having ordinary skill in the art. Locating the slot 
at the heel of the bevel would provide a leading tip that would reduce the likelihood of 
the sheath opening or peeling back upon entry into the valve. Therefore, it would have 
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been obvious to a person having ordinary skill in the art at the time the invention was 
made to modify the prior art embodiments as disclosed by the Applicant to include the 
flexible material, slot, and hinge of Stephens. Such modifications would facilitate the 
placement of the instrument into the sheath. 

Claims 10, 18, 31, and 39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stephens '586. 

Stephens discloses the invention substantially as claimed as stated above. 
Stephens does not explicitly disclose the slot in the sheath being substantially closed in 
the free state. The Examiner considers substantially closing the slot (Item 104) to be 
within the purview of one having ordinary skill in the art. This modification would more 
securely hold the instrument in place during insertion. Furthermore, the Examiner is 
providing an example of a device for holding a catheter with both the open and closed 
configurations claimed to show that these configurations are within the purview of one 
having ordinary skill in the art. Mclvor et al. (US 6.213,988) teaches a clip of similar 
cross section to the sheath containing a closed configuration (Fig 10A) and an open 
configuration (Fig 10B). Therefore, it would have been obvious to a person having 
ordinary skill in the art to modify Stephens' slot to include a closed state. Such a 
modification provides the advantage of locking the device inside the sheath so that it will 
not be accidentally displaced during insertion. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Mclvor et al (US 6,213,988) was used as an example of a device 
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with similar design cliaracteristics that included both embodiments (open and closed) of 
the claimed invention. The reference was used as an example of what is within the 
purview of one having ordinary skill in the art, but not cited as a reference used in a 
rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Timothy J. Neal whose telephone number is (571 ) 272- 
0625. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application information Retrieval (PAIR) system. Status infomiation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 
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